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Sin 

In response to Ae Request for InfomiatitMi under 37 CFR §1.105 dated February 19, 
2009, having an extended period for response expiring July 19, 2009, Applicante submit the 
following information as requested in the form of a declaration under 37 CFR §1.132. A petition 
for a three-month extoision time is filed concurrently. 
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Declaration of James D. Colyer Under 37 CFR §1.132 

Ij James D, Ck)lyer, d^laie the following: 

1. I eam^ a Badielors of Sdaice d^ree in Agronomy from Southern lUinois 
University in 1983. I have been employed at Monsanto Comimny since and as a direct 
employee since 1989. Monsanto Company is the parent company wholly owning Monsanto 
Technology LLC, the assignee of the above cloned patent application. I have held a number 
of different positions during my anploymmt with M<»isanto Company, including the positions 
entitled Research Biologist Product Support/Fcxmulations and Bioevaluattom. My present 
position is entitled Regulatory Agronomist/Oil Seeds Processing Lead/ Field Project Manager. 

My present position has included the re^nsibility as Production Coordinator for the 
Monsanto Regulatory field trials used to produce MONS63 com grain during 2001 aoid 2002 for 
use in subsequent animal feeding trials. In addition, my responsibilities with respect to the 
MON863 events included ensuring that the reqwred United States Department of Agriculture 
(USDA)-APHIS compliance regulations were met as specified for regulated field evaluation 
purposes and within Fedotd, State, and Local Regulated Materials requiremoite d^ciibed herein 
below. 

2. I have ri^ I understand, and l am familiar with the issues related to the Grant et 
al. paper (2003, J. Dairy Sd. 86: 1707-1715) with respect to the Request for Information under 
37 CFR §1.105 dated February 19, 2009 in the above captioned application. I also understand 
that the effective filing date for the above raqjtioned atpplication corresponds to the date the 
provisional application, to which the above cspAoaed application claims priority, was filed, and 
tiiat the provisional aiq>Ucation was filol on July 29, 2002. 
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3. As a result of my eniployment with Monsanto Company and the nexus that my 
empbyment positions have had with respect to the devdopmeat and <x>imnerd[aiization of the 
referenced transgenic evrat MON863, it is my opinion that there was no sale <»* ottio: public 
distribudcm of the claimed plant^seed anywhere m the United Smes prior to the effective filing 
date of die above capticmed appUcation based on the following reasoning. 

4. The MON863 seed used in the Grant et al. paper was supplied by Monsanto 
Cranpany under a Production Plan. MON863 grain was grown and held mider identity presented 
conditions at University of Nebraska at Lincohi in strict compliance with the USDA-APHIS 
regulations to support animal feeding studies. 

I was involved in the development of the Production Plan as well as m the numitoriog of 

the j^iain producdon for the subsequent animal studies. The Productioii Plan provided the 

following ccHifideatiality notice to the recipient of the regulated materials: 

All information regarding the identity of this crop, associated samples, production 
plots and data must be kept strictly confidential. No raw data, worksheets, 
observations, data or information summaries, reports or other information 
related to this Production Plan may be revealed or released to any third party 
withofut prior no^eattm and authorization of Monsanto Con^xmy. 

Recipient of MONS63 seed was provided with a Regulatory Compliance Packet 
containing instructions for ocmducting studies using tiie regulated transg^c seed. Because the 
regulated transgenic seed w(n% restricted articles under USDA and the Environmental Protection 
Agency (EPA) regulations, strict compliance with regulatory procedures set forth in the 
Compliance Packet was required. Regulated transgenic seed were only shipped to a recipient 
xspoa. receipt by Monsmito of a USDA Interstate Movement and Release Pemiit. Regulatory 
Compliance Packet provided to redpi^its of tl^ regulated transgenic sesA. notified each ledpioit 



DM_US:221914«J 



3 



Serial NO. 10/523,290 
DeclarBtion of James D. Colyer 



of his or her obligations under federal regulations for such regulated article, requiring fbiat the 
recipients restrict access to the s«d and materials generated fixon the seed, restrict movement of 
the seed or plant miaterials grown from the seed, maintain the seed and the plots where the seed 
wwe sown under secure conditions, insure that the seed and any plants or produce from the 
plants be k^t from entering into any stream of commerce, isolate fields where the seed are 
planted to restrict the movoncait of poll«i to related spedes, destroy remaining plant material in 
fields where the seed were planted, limit replanting in consecutive seasons in the seme field and 
monitor for and destroy voluirieer plants that grow in stibsequent season^ and teptai to 
Monsanto Company any alterations or deviations from these requirements so that such 
information reported by a recipient could also be reported to the ^yipropriate federal regulatory 
authorities requiring such compliance standards. Upon the conclusion of any sudi regulated 
field trials, the recipiettts of such regulated seed were reqinred to execute a statement 
adcnowledging that he/she had r»$eived, r^ and understood tiie Monsacfto company and 
USDA Cconpliance Padcage for eadi regulated trial being conducted for Monsanto Company 
and complied with the principles and policies set forth in the USDA-APHIS Con^liance Padcet. 

S. It is my under$tan(Ung that animal feeding trials did not begin until after the 
Federal Drag Administration (FDA) granted approval of MON863 as food/feed on Dec 31, 2001. 
Monsanto submitted a request fac a seed increase registration to EPA on March 19, 2001. The 
registration for MON863 was granted by EPA on February 24, 2003. There was no commercial 
planting of the product allowed before EPA's approval was granted. It should be noted that 
EPA's ^jproval was granted after the effective filing date of the above capticmed patait 
application. It is believed that because of the strict regulatoiy requireanents placed <m any 
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moveanent or field trial of regulated seed containing the MON863 event trait, no sale, offer for 
sale, or other activity caused the article to be publicly available existed pricMr to February 2003 
when the final fed^ regulatory approval was granted. 

6. Therefore, based on my experience wilh this transgenic event and its 
development, the regulatory approval proems through which the event traversed, its 
c(>mmerdalizati<»i Mstoiy, and the &cts that I declare herein abov^ it is my opinion Htst no sale 
or ofifer for sale for the MON863 transgenic eorfi event was made prior to the ^ective dale of 
the instant application, and that tiiere was no public use of this material prior to the effective date 
of the instant applicaticm. That is, com event MON863 was not publically available in any form, 
commerdally or otherwise, prior to Hie Elective filing date of the instant application. 

7. I hsc^y declare that all statements made hereiti are of my own knowledge are 
true and diat all statonents made on infoimatiw and bdief are believed to be troe; and further 
that these statements were made with the knowledge that wiUM &lse statements and the like so 
made are punishable by fine or imprisonment, or botii, under Section 1001 of Title 18 of the 
United States Code and that such willfiil false statanaits may jeopardize die validity of the 
{^plication or any patent issued thereon. 




James D. Colyer 
Monsanto Company, BB3G 
800 North Lindbergji Blvd. 
St Louis, MO 63167 
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